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(6) Require that individuals with ac-
cess approval from the HHS Secretary
or Administrator refrain from sharing
with any other person their unique
means of accessing a select agent or
toxin (e.g., keycards or passwords),

(7) Require that individuals with ac-
cess approval from the HHS Secretary
or Administrator immediately report
any of the following to the Responsible
Official:

(i) Any loss or compromise of keys,
passwords, combination, etc.,

(ii) Any suspicious persons or activi-
ties,

(iii) Any loss or theft of select agents
or toxins,

(iv) Any release of a select agent or
toxin, and

(v) Any sign that inventory or use
records for select agents or toxins have
been altered or otherwise com-
promised, and

(8) Separate areas where select
agents and toxins are stored or used
from the public areas of the building.

(e) In developing a security plan, an
entity or individual should consider,
the document entitled ‘‘Laboratory Se-
curity and Emergency Response Guid-
ance for Laboratories Working with Se-
lect Agents. Morbidity and Mortality
Weekly Report December 6, 2002;
51:RR-19:1-6.”” The document is avail-
able on the Internet at: htitp:/
www.cdc.gov/mmuwr.

(f) The plan must be reviewed annu-
ally and revised as necessary. Drills or
exercises must be conducted at least
annually to test and evaluate the effec-
tiveness of the plan. The plan must be
reviewed and revised, as necessary,
after any drill or exercise and after any
incident.

§73.12 Biosafety.

(a) An individual or entity required
to register under this part must de-
velop and implement a written bio-
safety plan that is commensurate with
the risk of the agent or toxin, given its
intended use. The biosafety plan must
contain sufficient information and doc-
umentation to describe the biosafety
and containment procedures.

(b) The biosafety and containment
procedures must be sufficient to con-
tain the select agent or toxin (e.g.,
physical structure and features of the
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entity, and operational and procedural
safeguards).

(c) In developing a biosafety plan, an
individual or entity should consider:

(1) The CDC/NIH publication, ‘‘Bio-
safety in Microbiological and Bio-
medical Laboratories’, including all
appendices. Copies may be obtained
from the Superintendent of Docu-
ments, U.S. Government Printing Of-
fice, Post Office Box 371954, Pittsburgh,
Pennsylvania, 75250-7954 or from the
CDC Web site at htitp:/www.cde.gov/.
Copies may be inspected at the Centers
for Disease Control and Prevention,
1600 Clifton Road, Mail Stop E-79, At-
lanta, Georgia.

(2) The Occupational Safety and
Health Administration (OSHA) regula-
tions in 29 CFR parts 1910.1200 and
1910.1450.

(3) The ‘““NIH Guidelines for Research
Involving Recombinant DNA Mol-
ecules,” (NIH Guidelines). Copies may
be obtained from the Centers for Dis-
ease Control and Prevention, 1600 Clif-
ton Road, Mail Stop E-79, Atlanta,
Georgia, 30333 or from the CDC Web
site at http:/www.cdc.gov/. Copies may
be inspected at the Centers for Disease
Control and Prevention, 1600 Clifton
Road, Mail Stop E-79, Atlanta, Geor-
gia.

(d) The plan must be reviewed annu-
ally and revised as necessary. Drills or
exercises must be conducted at least
annually to test and evaluate the effec-
tiveness of the plan. The plan must be
reviewed and revised, as necessary,
after any drill or exercise and after any
incident.

§73.13 Restricted experiments.

(a) An individual or entity may not
conduct a restricted experiment with a
HHS select agent or toxin unless ap-
proved by and conducted in accordance
with any conditions prescribed by the
HHS Secretary. In addition, an indi-
vidual or entity may not conduct a re-
stricted experiment with an overlap se-
lect agent or toxin unless approved by
and conducted in accordance with any
conditions prescribed by the HHS Sec-
retary, after consultation with Admin-
istrator.

(b) Restricted experiments:

(1) Experiments utilizing recom-
binant DNA that involve the deliberate
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